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EXECUTIVE SUMMARY

In December 2019, EPA designatidsobutyl phthalatéCASRN 8469-5) as a highpriority substance
for risk evaluation following the prioritization process as require®dtion6(b) of the Toxic
Substances Control Act (TSCA) and implementing regulati@<CERPart702) (Docket ID:EPA-
HQ-OPPT20180434). The first step of the risk evaluation process is the development of the scope
documentard this documenfulfills the TSCAregulatoryrequirement to issue a draft scope document
asdescribedn 40 CFR 702.41(c)(7)The draft scope fadi-isobutyl phthalaténcludesthe following
information:the conditions of use, potentially exposedsuscetible subpopulations (PES$zards,
and exposures that EPA plans to consider in this risk evaluation, along eagcription of the
reasonably available information, conceptual model, analysisapldiscience approachesd plan for
peer reviewor this chemical substancEPA is providing a 4%lay comment period on the draft scope.
Comments received on thasaft scope documentill helpinform development of thénal scope
document and thesk evaluation.

Generall nformation. Di-isobutylphthlateis a colorleséiquid with a total production volume in the
United Statesipto 500,000pounds(U.S. EPA 2019hb)

Reasonably Available InformationEPA leveraged the data and information sources already described

in the document supporting thedhiPriority Substance designation fdirisobutyl phthalatéo inform

the development of this draft scope document. To further develop this draft scope document, EPA
conducted a comprehensive search to identify and screen multiple evidence streams (i.e., chemistry, fate
release and engineering, exposure, hazard) the search and screening results to date are provided in
Section2.1. EPA is seeking public comment on this draft scope document and will consider additional
information identified following publication of this draft scope document, as appropriate, in developing
the final scope document. EPA is using the systematic review process describetpiplittegion of

Systematic Review in TSCA Risk Evaluatadwsument (U.S. EPA, 2018a) to guide the process of

searching for and screening reasonably available information, including inforraatione ady i n EF
possession, for use and inclusion in the risk evaluation. EPA is applying these systematic review
methods to collect reasonably available information regarding hazards, exposures, PESS, and conditions
of use that will help inform the riskvaluation fodi-isobutyl phthalate

Conditions of UseEPA plans to evaluate manufacturing, including importing; processing; distribution

in commerce; industrial, commercial and consumer uses; and dispdsaabutyl phthalatén the risk
evaluatio. Di-isobutyl phthalatés manufactured withinas well as imported intthe United States

The chemical is incorporated into formulation, mixture, or reaction products and incorporated into
articles. The identified processing activities also includeghgcling ofdi-isobutyl phthalateSeveral
industrial and commercial uses were identified that ranged from use in plastic and rubber products to use
in adhesives and sealants. Consumer uses varied from inks, toner, and colorant products to adhesives
andsealants. EPA identified these conditions of use from information reported to EPA through
Chemical Data ReportingCOR), published literature, and consultation with stakeholders for both uses
currently in production and uses whose production may have ceased. EPA is aware of information
reportingdi-isobutyl phthalat@sed in personal care products such as perfume angbtiail as well as

in dentistry settings; however, they are not conditions of use as defined in TSCA § 3(4). &&ction
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provides details about the conditions of usiaww i and outsidé the scope of the risk evaluatidn.
addition, EPA plans to analyze distribution in commerce and disposal as part of the risk evaluation.

Conceptual ModelThe conceptual modefsr di-isobutyl phthalatare presented iSection2.6.
Conceptual models are graphical depictiohtheactual or predicted relationshipgconditions of use,
exposurgpathways (e.g., medigxposure routes (e.g., inhalation, dermal, ohalyardsand receptors
throughout the life cycle of the chemical subst@&nf®m manufacturing, processing, distribution in
commerce, storage, use, to release or dispBBa plango focus the risk evaluation faii-iscouty!l
phthalateon the following exposures, hazards and receptors, however, EPA also plans to consider
comments received on this draft scope and other reasonably available information when finalizing this
scope docunmd, and to adjust the exposure pathways, exposure routes and hazards included in the scope
document as needed.
1 Exposures (Pathways and Routd®@ceptors and PESSPA plans to analyze both human and

environmental exposures resulting from the conditionssefofdi-isobutyl phthalat¢hat EPA

plans to consider in the risk evaluati@xposures fodi-isobutyl phthalatare discussed in

Section2.3. Additional information gathered through systematic review searches will also

inform expected exposures.

In Section2.6.3 EPA presents the conceptual models describing the identified exposures
(pathways and routes), receptors and hazards associated with the conditions di-iuswbatyl
phthalatewithin the scope of the risk evaluation.

Preliminarily,EPA plango evaluatehe followinghumanand environmentaxposure
pathwayg, routes receptors and PESS in theope of the risk evaluatioHowever, EPA plans to
consider comments received orstlraft scope and other reasonably available information when
finalizing this scope document, and to adjust the exposure pathways, exposure routes and
hazards included in the scope document as needed.
Occupational exposusassociated witlindustrial and ommercial conditions of use
EPA plans tevaluate exposures to workers and occupationalusensf ONUs)via the
inhalation route and exposures to workers via the dermal route associated with the
manufacturing, processing, use or disposali-e$obutyl phthalate
Consumer and bystander exposugssociated with consumer conditions of USBA
plans to evalate the inhalation and dermal exposurditisobutyl phthalatéor
consumers and bystandémsm use ofadhesives andealantsair careproducts cleaning
andfurnishingcareproducts fabric,textile, andeathermproducts floor coverings ink,
toner, anccolorantproducts;paints anccoatings;paperproducts;plastic andrubber
products notoveredelsewhere; antbys, playground, andportingequipment.
General populatiorexposuresEPA plans to evaluate exposurediasobutyl phthalate
via drinking water surface water, groundwater, ambient air,,s0id fish ingestiofor
the general population.
Receptors and PESEPA plans to evaluathildren, women of reproductive age (e.g.,
pregnant women), workers and consunarseceptors ardESS in the risk evaluation.
Environmentakxposurs: EPA plans to evaluate exposuredtasobutyl phthalatéor
aquatic and terrestrial receptors.
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1 Hazards.Hazards fodi-isobutyl phthalatare discussed iSection2.4. EPA completed
preliminary reviews of information from peegviewed assessments and databases to identify
potential environmental and human hedlfizardgor di-isobutyl phthalatas part of the
prioritization processEnvironmental hazard effects were identiflelélA for aquatic and
terrestrial organismd$nformation collected through systematic review methods and public
comments may identify additional environmt&l hazards that warrant inclusion in the
environmental hazard assessment of the risk evaluation.

EPA plans touse systematic review methods to evaluate the epidemiological and toxicological
literature fordi-isobutyl phthalateRelevant mechanistic evidence will also be considered, if
reasonalyl available, to inform the interpretation of findings related to paéhtiman health
effects and the dogsesponsassessment. EP#lans to evaluate alhe potential human health
hazards fodi-isobutyl phthalatéentifiedin Section2.4.2 The broad health effect categories
include reproductive and developmental, immunological, nervous syateinitation effects

Analysis Plan.The analysis plan fadi-isobutyl phthalatés presented iection2.7. The analysis plan
outlines the general science approachesHRat plans taisefor the variousnformationstreamgi.e.,
chemistry, fate, release and enginegriexposure, hazardypporting the risk evaluatiomhe analysis

pl an i s based o rdi-isabdtprahaldté date Widct maudes & partial, but ongoing,
review of identified information as described in Section 2.1. BRAs to continue to consider new
information submitted by the public. Should additional data or approaches bexasurablyavailable,
EPA may update its analysis plan in the final scope document

EPA plans to seek public comments on the systematic remettvods supporting the risk evaluation for
di-isobutyl phthalateincluding the methods for assessing the quality of data and information and the
approach for evidence synthesis and evidence integration supporting the exposure and hazard
assessment¥hedetailswill be providedin a supplemental document that EPA anticipates releasing
prior to the finalization of the scope document.

Peer ReviewThe draft risk evaluation fati-isobutyl phthalatevill be peer reviewedPeer review will
be conducted ina@ordance with relevant and applicable methods for chemical risk evaluations,
i ncl udi ng PeesReneyw H&EnBbA@M other methods consistent wction 26 of TSCA
(Seed40 CFR 702.4p
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1 INTRODUCTION

This document presents for comment dinaft scope of the risk evaluation to be conductedifor

isobutyl phthalateinder the Frank R. Lautenberg Chemical Safety for the 21st Century Act. The Frank

R. Lautenberg Chemical Safety for the 21st Century Achaex the Toxic Substances Control Act

(TSCA) on June 22, 2016. The new law includes statutory requirements and deadlines for actions related
to conducting risk evaluations of existing chemicals.

TSCA 8§ 6(b) and 40 CFR Part 702, Subpart A require the &@mwiental Protection Agency (EPA) to
designate chemical substances as-pigbrity substances for risk evaluation or lpniority substances

for which risk evaluations are not warranted at the time, and upon designating a chemical substance as a
high-priority substance, initiate a risk evaluation on the substance. TSCA 8 6(b)(4) directs EPA, in
conducting risk evaluations for existing chemicals, to "determine whether a chemical substance presents
an unreasonable risk of injury to health or the environnwégttiput consideration of costs or other non

risk factors, including an unreasonable risk to a potentially exposed or susceptible subpopulation
identified as relevant to the risk evaluation by the Administrator, under the conditions of use."

TSCAS 6(b)(4)(D) and implementing regulations require that EPA publish the scope of the risk
evaluation to be conducted, including the hazards, exposures, conditions of pséeatidlly exposed
or susceptible subpopulatiotigat the Administrator expects to consider within 6 months after the
initiation of a riskevaluationln addition, a draft scope is to be published pursua#®t6FR 702.41In
December 201%EPA published a list of 20 chemical substances that have been designateddrigy
substances for risk evaluatiorf@(FR 7192) as required by TSCA 8 6(b)(2)(Byhich initiated the
risk evaluation process for those chemical substabsasobutyl phthalatés one of the chemicals
designated as a higpriority substance for risk evaluation.

2 SCOPE OFTHE EVALUATION

2.1 Reasonably Available Information

EPA conducted a comprehensive search for reasonablyltdgaitéormation to support the
development of this draft scope documentdieisobutyl phthalateEPA leveraged the data and
information sources already identified +n the d
priority substance designation. In addition, EPA searched for additional data and information on
physical and chemical properties, environmental fate, engmggexposure, environmental and human
health hazards that could be obtained from the following general categories of sources:
1. Databases containing publicly avaiebpeesreviewed literature;
2. Grayliterature, which is defined as the broad category al/odbrmation sources not found in
standard, peeteviewed literature databases.
3. Data and information submitted under TSGéActiors 4, 5, 8(e), and 8(d),asweia if or y ou
informationo (FYl) submissions.

! Reasonably available informatianeans information that EPA possesses or can reasonably generate, obtain, and synthesize
for use in risk evaluations, considering the deadlines specified in B&Cton6(b)(4)(G) for completing such evaluation.
Information that meets the terms of the gding sentence is reasonably available information whether or not the information

is confidential business information, that is protected from public disclosure under 3&fidn14 (40 CFR 702.38


https://www.govinfo.gov/content/pkg/USCODE-2018-title15/html/USCODE-2018-title15-chap53.htm
https://www.govinfo.gov/content/pkg/USCODE-2018-title15/html/USCODE-2018-title15-chap53.htm
https://www.govinfo.gov/content/pkg/CFR-2019-title40-vol33/xml/CFR-2019-title40-vol33-part702.xml#seqnum702.33

Following the comprehensive search, EPA penfed a title and abstract screening to identify

information potentially relevant for the risk evaluation process. This step also classified the references
into useful categories or tags to facilitate the sorting of information through the systematic review
process. The search and screening presegsec onduct ed based on EPAG6s ge
the planning, execution and assessment activities outlined Apttieation of Systematic Review in

TSCA Risk Evaluatiordocument J.S. EPA, 2018a EPAplans topublish supplemental

documentation on the systematic review methods supportirdi-tbebutyl phthalateisk evalugion to

explain the literature and screening process presented in this document in the form of literature
inventory trees. Please note that EPA focuses on the data collection phase (consisting of data search,
data screening, and data extraction) duringptie@aration of the TSCA scope document, whereas the

data evaluation and integration stages will occur during the development of the draft risk evaluation and
thus are not part of the scoping activities described in this document.

The subsequent sections summarize the data collection activities completed to date for the general
categories of sources and topic areas (or disciplines) using systematic review ntgdfogkans to

seek public comments on the systematic review methgugsosing the risk evaluation fahi-isobutyl
phthalateupon publication of the supplemental documentation of those methods.

2.1.1 Search of Gray Literature
EPA surveyed the gray literatérand identified 70 search results relevant to EPA's risk assessment
needdor di-isobutyl phthalateAppendix A lists the gray literature sources that yielded 70 discrete data
or information sources relevantdeisobutyl phthalateEPA further categorized the data and
information into the various topic areas (or disciplirmg)porting the risk evaluation (e.g., physical
chemcal (pchem) propertiesenvironmental fate,r&ironmenal hazard, human health hazard,
exposure, engineering) and the breakdown is showigure2-1. EPA is currently identifying
additional reasonably available information (e.g., public comments), and the reported nurfigerein
2-1 may change.

2 Gray literatureis defined as the broad category of data/information sources not found in standareyipaerd literature
databases (e.g., PubMed and Web of Science). Geagtlite includes data/information sources such as white papers,
conference proceedings, technical reports, reference books, dissertations, information on various stakeholder websites, and
other databases.
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https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/application-systematic-review-tsca-risk-evaluations
https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/application-systematic-review-tsca-risk-evaluations

Gray Literature Tags by Discipline
Physical Chemical 4 16/70
Human Health. Hazard 4 26/70

Fate 4 11/70

Discipline

|'\|]GIHI[I[' 1 4“"?“

Environmental Hazard 4 8/70

Engineering - 46/70

il 25 500 5 | (W)

Percent Tagged (%)

Figure 2-1. Gray Literature Search Results for D-isobutyl Phthalate
The percentages across disciplines do not add up to 100%, as each source may provide data or infouaatios fopic

areas (or disciplines).

2.1.2 Search ofLiterature from Publicly Available Databases (PeerReviewed Literature)
EPA is currently conducting a systematic review of the reasonably available literature. This includes
performing a comprehensive seaaftihe reasonably available peer review literatur@-chem
properties, environmental fate and transport, engineering (environmental release and occupational
exposure), exposure (environmental, general population and consumer) and environmental and human
health hazards dafi-isobutyl phthalateEligibility criteria were applied in the form of PECO
(population, exposure, comparator, outcome) statements. Included references met the PECO criteria,
whereas excluded references did not meet the criterianfterelevant), and supplemental material was
considered as potentially relevant. EPA plans to analyze the reasonably available information identified
for each discipline during the development of the risk evaluation. The literature inventory treesglepictin
the number of references that were captured and those that were included, excluded, or tagged as
supplemental material during the screening process for each discipline area are sfigunme 2
throughFigure2-6. A TI1 ABO in these fi gur es NotetHaeirsemet o t i t
figures the sum of the numbers for the variouscatiegories may be larger than the broader category
becaussome studies may be included under multiplecatiegories. In other cases, the sum of the
various sukcategories may be smaller than the main category because some studies may not be depicted
in the subcategories if their relevance to the risk evaluati@s unclear.
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Figure 2-3. PeerreviewedLiterature - Fate and Transport Search Results for Diisobutyl

Phthalate

Click herefor interactive Health Assessment Workplace Collaborative (HADI&yram.
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https://hawcprd.epa.gov/lit/assessment/100500148/references/visualization/
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Figure 2-4. PeerreviewedLiterature - Engineering Search Results for Disobutyl Phthalate
Click herefor interactive HAWC Diagram.


https://hawcprd.epa.gov/lit/assessment/100500124/references/visualization/
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Figure 2-5. PeerreviewedLiterature - Exposure Search Results for Disobutyl Phthalate
Click herefor interactive HAWC Diagram.


https://hawcprd.epa.gov/lit/assessment/100500171/references/visualization/
https://hawcprd.epa.gov/lit/assessment/100500171/references/visualization/
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@

Retrieved for Full-text Animal
Review
Plant
TSCA Hazard DIBP (2020) Exclusion

Supplemental Material

Figure 2-6. PeerreviewedLiterature - Hazard Search Results for Diisobutyl Phthalate
Click herefor interactive HAWC Diagram.

2.1.3 Searchof TSCA Submissions

Table2-1 presents the results of screenthg titlesof data sources and repostsgbmitted to EPA
undercriteriaspecific to individual disciplinetseeTable2-1 for the list ofdisciplines).The
detailsabout the criteriare not part of this document but will be provided in a supplemental document
that EPA anticipates releasing prior to the finalization of the scope docubrtdentifiedeleven
submissionghat met the inclusion criteria thesestatements and identified zesobmissionsvith
supplemental dat&PA excludedwo submissions because the reports were identified as one of the
following:

1 Record of telephone communication

1 Letter with no data
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https://hawcprd.epa.gov/lit/assessment/100500098/references/visualization/

EPA plans to condu@dditional deduplicatioat later stages of the systematic review process (e.g., full
text screening), when more information regarding the reports is available.

Table 2-1. Results of Title Screening of Submissns toEPA under Various Sections of TSCA
Discipline Included Supplemental

P-ChemProperties 0 0

Environmental Fate and Transport

Environmental and General Population Exposure

Occupational Exposure/Release Information

Environmental Hazard

o k| L | O

0
0
0
0
0

Human Health Hazard

2.2 Conditions of Use

As describedn the Proposededgnation of Di-isobutylPhthalate(DIBP) (CASRNB4-69-5) asa High-
Priority Substancéor RiskEvaluation(U.S.EPA, 201%), EPA assembledhformationfrom the CDR
programto determineconditionsof us€ or significantchangesn conditionsof useof the chemical
substanceEPA alsoconsulteda variety of othersourceso identify usesof di-isobutylphthalate

including publishediterature,companywebsitesandgovernmenandcommerciakradedatabaseand
publications.To identify formulatedproductscontainingdi-isobutyl phthalate EPA seachedfor safety
datasheet{SDS)usinginternetsearched=PA ChemicalandProductCategoriegCPCat)data,and
otherresourcesn which SDSscouldbefound.SDSswerecrosscheckedvith companywebsiteso
makesurethateachproductSDSwascurrent.In addition EPA incorporateccommunicationsvith
companiesindustrygroups,andpublic commentgo supplementhe useinformation.

EPA identified and described the categories and subcategories of conditions of use that will be included
in the scope of thagk evaluation (Sectio.2.1; Table2-2). The conditions of use included in the scope
are those reflected in the life cycle diagramd aonceptual models.

After gathering the conditions of use, EPA identified those categories or subcategories of use activities
for di-isobutyl phthalat¢he Agency determined not to be conditions of use or will otherwise be
excluded during scoping. Thesategories and subcategories are describ&dation2.2.2

2.2.1 Categories and Subcategories of Conditions of Use Included in the Scope of the Risk
Evaluation

Table2-2 lists the conditions of use that are included in the scope of the risk evaluation.

3 Conditions of useneans the circumstances, asd@ined by the Administrator, under which a chemical substance is
intended, known, or reasonably foreseen to be manufactured, processed, distributed in commerce, used, or {iSposed of
U.S.C.§2602(4))
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https://www.regulations.gov/docket?D=EPA-HQ-OPPT-2018-0434
https://www.regulations.gov/docket?D=EPA-HQ-OPPT-2018-0434

Table 2-2. Categories and Subcategories of Conditions of Use Included in the Scope of the Risk

Evaluation

Life Cycle Stage

Category

Subcategory

References

Manufacturing

Domestic Manufacturin

Domestic Manufacturin

U.S. EPA(2019a)

Import

Import

U.S. EPA(2019a)

Processing

Incorporation into articlg

Plasticizers in:

-Construction; plastic
product manufacturing;
transportation equipme
manufacturing

U.S. EPA(2019a)

Processing
incorporation into
formulation, mixture, or
reaction product

Plasticizers in:

- Adhesive
manufacturing; Plastic
product manufacturing

U.S. EPA(2019a)

Solvents (which becom
part of product
formulations or mixture
i Plastic material and
resin manufacturing

-Paints and Coatings

-Viscosity Adjusters

U.S.EPA(2019a)

CPSC(2015) Lanxess
Corporation (2015)

CPSC(2015)

Fuels and Related
Products (e.g., Fuel
additives)

CPSC(2015) Lanxess
Corporation (2015)

Processing aids, not
otherwise listed

Lanxess Corporation (201

Inks, Toner, and
Colorant Products (e.qg.
Toner/ printer cartridge

CPSC(2015) Lanxess
Corporation (2015)

Repackaging (e.g.,
laboratory chemicals

EPA-HQ-OPPT2018
05040019

Paper Products

CPSC(2015)
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https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0504-0019
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0504-0019
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf

Life Cycle Stage Category Subcategory References
Plastic and rubber Lanxess Corporation
products notovered |(2015) EPA-HQ-OPPF
elsewhere 201804340014
Fabric,textile, and Dow Chemical Company
leather products not  |(2013) CPSC(2015)
covered elsewhere

Recycling Recycling EPA-HQ-OPPT2018

04340014

Distribution in

Distribution in

commerce commerce
Paints and Coatings |Paints and Coatings |CPSC(2015) Lanxess
Corporation (2015)
Fuels and Related Fuels and Related (U.S. CPSC, 2005
Products Products Lanxess Corporation (201
Plastic and rubber Plastic and rubber EPA-HQ-OPPT2018
products notovered  |products not covered |04340014
elsewhere elsewhere
Adhesives and sealant{Adhesives and sealant§Azon USA Inc. (2015)
-Two-component glues|Glue 360Inc. (2018)
Industrial and adhages

-- Transportation
equipment
manufacturing

EPA-HQ-OPPT2018
04340007, EPA-HQ-
OPPT201904340015

Fabric, textile, and
leather products not
covered elsewhere

Fabric, textile, and

leather products not
covered elsewhere (e.g
Textile (fabric) dyes)

Dow Chemical Company
(2013) CPSC(2015)

Inks, Toner, and
Colorant Products

Inks, Toner, and
Colorant Products (e.g.

Toner/printer cartridge)

CPSC(2015) Lanxess
Corporation (2015)
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http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
http://msdssearch.dow.com/PublishedLiteratureDOWCOM/dh_08d7/0901b803808d77a8.pdf?filepath=productsafety/pdfs/noreg/233-01019.pdf&fromPage=GetDoc
http://msdssearch.dow.com/PublishedLiteratureDOWCOM/dh_08d7/0901b803808d77a8.pdf?filepath=productsafety/pdfs/noreg/233-01019.pdf&fromPage=GetDoc
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://azonintl.com/wp-content/uploads/2015/06/Azo-Grout-443-Rev.-1.1-42015.pdf
https://domainindustries.com/media/PDF/SDS%20GLUE%20360%202-Component%20Solid%20Surfacing%20Adhesive.pdf
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0007
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0007
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0015
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0015
http://msdssearch.dow.com/PublishedLiteratureDOWCOM/dh_08d7/0901b803808d77a8.pdf?filepath=productsafety/pdfs/noreg/233-01019.pdf&fromPage=GetDoc
http://msdssearch.dow.com/PublishedLiteratureDOWCOM/dh_08d7/0901b803808d77a8.pdf?filepath=productsafety/pdfs/noreg/233-01019.pdf&fromPage=GetDoc
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf

Life Cycle Stage

Category

Subcategory

References

Building/construction
materials not covered
elsewhere

Building/construction
materials not covered
elsewhere

CPS(C(2015) Lanxess
Corporation(2015)

Floor coverings

Floor coverings

EPA-HQ-OPPT2018
04340014 CPSC(2015)

Food packaging materi

Food packaging materi

CPSC(2015)

Paper Products

Paper Products

CPSC(2015)

Commercial

Adhesives and sealants

-Adhesives and sealant

-Two-component glues
and adhesives

U.S. EPA(2019a)
Glue 360Inc. (2018)

Catalyst solvent

Catalyst solvent

U.S. EPA(2019a)

Paints and Coatings

Paints and Coatings

CPSC(2015) Lanxess
Corporation (2015)

Plastic and rubber
products not covered
elsewhere

Plastic and rubber
products not covered
elsewhere

U.S. EPA(2019a) Lanxess
Corporation (2015)EPA-
HO-OPPT201804340014

Inks, Toner, and
Colorant Products

Inks, Toner, and
Colorant Products (e.qg.
Toner/printer cartridge)

CPSC(2015) Lanxess
Corporation (2015)

Laboratory chemicals

Laboratory chemicals

SigmaAldrich Inc. (2020)

Furnishing, Cleaning,
Treatment/Care Produd

Furnishing, Cleaning,
Treatment/Care Produg
(e.g.,

Laundry and
dishwashing products)

CPSC(2015)

Explosive Materials

Explosive Materials

CPSC(2015)

Air Care Products

Air Care Products (e.g.
Air Freshener)

CPSC(2015)

Floor coverings

Floor coverings

EPA-HQ-OPPT2018
04340014; CPSC(2015)

Lubricants

Lubricants

CPSC(2015)
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https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://domainindustries.com/media/PDF/SDS%20GLUE%20360%202-Component%20Solid%20Surfacing%20Adhesive.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://www.epa.gov/cdr/
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
https://www.sigmaaldrich.com/MSDS/MSDS/DisplayMSDSPage.do?country=US&language=en&productNumber=152641&brand=ALDRICH&PageToGoToURL=https%3A%2F%2Fwww.sigmaaldrich.com%2Fcatalog%2Fproduct%2Faldrich%2F152641%3Flang%3Den
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf

Life Cycle Stage Category Subcategory References
Food packaging materi{Food packaging materifCPSC(2015)
Air Care Products Air Care Products (e.g.]CPSC(2015)

Air Freshener)

Floor coverings

Floor coverings

EPA-HQ-OPPT2018
04340014; CPSC(2015)

Toys, playground, and
sporting equipment

Toys,playground, and
sporting equipment

EPA-HQ-OPPT2018
04340014; CPSC(2015)

Paints and Coatgs

Paints and Coatings

CPSC(2015) Lanxess
Corporation (2015)

Fabric, textile, and
leather products not
covered elsewhere

Fabric, textile, and

leather products not
covered elsewhere (e.g
Textile (fabric) dys)

Dow Chemical Company

(2013)

Inks, Toner, and

Inks, Toner, and

CPSC(2015) Lanxess

Consumer Colorant Products Colorant Products (e.g.[Corporation (2015)
Toner/printer cartridge)
Furnishing, Cleaning, |Furnishing, Cleaning, |CPSC(2015)
Treatment/Care ProdudTreatment/Care Produd
(e.0.,
Laundry and
dishwashing products)
Plastic and rubber Plastic and rubber Lanxess Corporation
products not covered |products not covered |[(2015) EPA-HQ-OPPT
elsewhere elsewhere 201804340014
Paper Products Paper Products CPSC(2015)
Adhesives and sealant{Adhesives and sealantsU.S. EPA(2019a);ITW
Performance Polymers
(2015)
Disposal Disposal Disposal
Life Cycle Stage Use Definitions
Ailndustri al used means use at a site at whi
(including imported) or processed.
iCommer ci al useod means t lcentainirga chenicaldincloding ams ipast ¢

an article) in a comercial enterprise providing saleable goods or services.
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https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://msdssearch.dow.com/PublishedLiteratureDOWCOM/dh_08d7/0901b803808d77a8.pdf?filepath=productsafety/pdfs/noreg/233-01019.pdf&fromPage=GetDoc
http://msdssearch.dow.com/PublishedLiteratureDOWCOM/dh_08d7/0901b803808d77a8.pdf?filepath=productsafety/pdfs/noreg/233-01019.pdf&fromPage=GetDoc
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
http://lanxess4you.com/psra/summaries/Diisobutyl%20phthalate.pdf
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0434-0014
https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://static.rshughes.com/wm/p/wm-asis/7e417bc0534b68c6d2f2daede0787f5e72a88e22.pdf?uf=
https://static.rshughes.com/wm/p/wm-asis/7e417bc0534b68c6d2f2daede0787f5e72a88e22.pdf?uf=
https://static.rshughes.com/wm/p/wm-asis/7e417bc0534b68c6d2f2daede0787f5e72a88e22.pdf?uf=

Life Cycle Stage Category Subcategory References

AConsumer useoO0O means the use of a chemical
article, such as furniture or clothing) when sold to or made available to consumers foregheir us

2.2.2 Activities Excluded from the Scope of the Risk Evaluation
As explained in the final rujé’rocedures for Chemical Risk Evaluation Under the Amended Toxic
Substances Control ACESCA Section6(b)(4)(D) requires EPA to identify the hazards, exposures,
conditions of use, and tiRESSthe Administrator expects twnsiderin a risk evaluation, suggesting
thatEPA may exclude certain activities thateterminsto be conditions of use on a cdsecase
basis(82 FR 3326, 33729; July 20, 2017)As a resultEPA plansottoinclude in this scope or in the
risk evaluation the activitiedescribed belowhat the Agency has concluded do not constitute conditions
of use.

The U.S. Consumer Produsafety Commission lists use Df-isobutyl phthalate in perfume, nail polish

and dentistry setting®J(S. CPSC, 200)5but these activities and releases associated with consiser

are not TSCA conditions of use and will not be evaluated during the risk evaluation. Perfume, nalil

polish and dentistry settings uses are covered by the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. §
321 and are therefore outside the scope ofi¢ffi@ition of chemical substarttas regulated by TSCA.
However, processing and industrial uses of these products are covered by TSCA and will be considered
a condition of use.

2.2.3 Production Volume
Production volume afii-isobutyl phthalatén 2011, asreported to EPA during the 2BDTCDR reporting
period, wasip to500,000pounds(U.S. EPA, 2017)Production volume reported to EPA during the
2016 CDRreporting periods CBI. EPAalsouses pre2011 CDR production volume information, as
detailed in thé’roposedesignationof Di-isobutylPhthalate(DIBP) (CASRNB4-69-5) asa High-
Priority Substancéor RiskEvaluation(U.S. ERA, 2019b) and will include future production volume
information as it becomes availaldesupport the xposureassessment.

2.2.4 Overview of Conditions of Useand Lifecycle Diagram

The life cycle diagram provided Figure2-8 depicts the conditions of use that are considered within
the scope of the risk evaluation for the various life cycle stages as presedéstian2.2.1 This

4 Chemical substanameans any organic or inorganic substance of a particular molecular identity, including any combination
of such substances occurring in whole or in part as a result of a chemical reaction or occurring in nature, and any element o
uncombined radical. Chenaitsubstance does not includg any mixture; (2) any pesticide (as defined in the Federal
Insecticide, Fungicide, and Rodenticide Act) when manufactured, processed, or distributed in commerce for use as a
pesticide; (3) tobacco or any tobacco produdtafdy source material, special nuclear material, or byproduct material (as

such terms are defined in the Atomic Energy Act of 1954 and regulations issued under such Act); (5) any article the sale of
which is subject to the tax imposed by section 4181 efriternal Revenue Code of 1954 (determined without regard to any
exemptions from such tax provided by section 4182 or 4221 or any other provision of such Cod&) aaydpod food

additive, drug, cosmetic, or device (as such terms are definedions2@l of the Federal Food, Drug, and Cosmetic Act)

when manufactured, processed, or distributed in commerce for use as a food, food additive, drug, cosmetic, or device.
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https://www.cpsc.gov/s3fs-public/pdfs/TERAReportPhthalates.pdf
https://www.regulations.gov/docket?D=EPA-HQ-OPPT-2018-0434
https://www.regulations.gov/docket?D=EPA-HQ-OPPT-2018-0434

sectionprovides a brief overview of the industrial, commercial and consumer use categories included in
the life cycle diagranmwhich does not includine activities thaEPA determined are out of scopie.

contains more detailed descriptions (e.g., process descriptions, worker activities, process flow diagrams)
for each manufacture, pragsng, distribution in commerce, use and disposal category.

The information in the life cycle diagram is grouped according to the CDR processing codes and use
categories (including functional use codes for industrial uses and product categories foaindust
commercial and consumer useR)e production volume dfi-isobutyl phthalatén 2011 is included in

the lifecycle diagram, as reported to EPA during the 2016 CDR reporting periogragedetween 1

and $0,000pounds (.S. EPA 2017) to protect production volumes that were claimed as CBI
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http://www.epa.gov/cdr/

MFG/IMPORT PROCESSING INDUSTRIAL, COMMERCIAL, CONSUMER USES RELEASES AND WASTE DISPOSAL

b
FY K &
I Adhesives and sealants 1,2 I
Incorporation into Formulation, Mixture, or Reaction I Building/construction materials not covered clsewhere 1 I
Product

(Plasticizers in: Adhesive manufacturing; Plastic product Fabric,textile,and leather products not covered elsewhere 1,2
1 [\flla:_ufa‘l:ture - manufacturin, -
(Including Import) Solvents (that become part of the formulation or mixturc) »& I s rines 1.2 I O—p

in: Plastic material and resin manufacturing; Paints and 00T covermgs 1 Disposal
coatings manufacturing; Viscosity adjusters
Additive in: Fuels and related products; Processing aids, I Ink, toner, and colorant products 1,2 I

not otherwise listed; Inks, toner, and colorant products;
Laboratory chemicals; Paper products; Plastic and rubber I
products not covered elsewhere; Fabric, textile, and leather
products not covered elsewhere)

Paints and coatings 1,2 I

I Plastic and rubber products not covered elsewhere 1,2 I

Incorporation into Article —

(Plasticizers in: Construction; Plastics product Miscellaneous uses 1.2
manufacturing; Transportation equipment manufacturing) >
See Conceptual Model for
Lnvirenmental Releases and
Wastes

¢.g., Fuels and related products; Paper Products; Catalyst Solvent;
Laboratory chemicals; Furnishing care products; Explosive materials; Air
care products; Lubricants; Toys, playground, and sporting cquipment...

Repackaging

]
]

Recyclin
1 i I’

Manufacture
(including import)

Processing

Uses
1. Industrial and/or Commercial
2. Consumer

HEE

Figure 2-7. Di-isobutyl Phthalate Life Cycle Diagram
Volume is not depicted in the life cycle diagram for processing and industrial, commercial, and consumer uses as spetidic potume is claimedsCBI or
withheld pursuant to TSCSection§ 14
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